MCHL-YOUR OFFICE SYMBOL					DATE:


    





MEMORANDUM THRU 





CHIEF, (YOUR SERVICE), WRAMC





CHIEF, (YOUR DEPARTMENT), WRAMC





FOR CHIEF, DEPARTMENT OF CLINICAL INVESTIGATION, WRAMC





SUBJECT:  Approval of Application for Clinical Investigation Project Involving the Use of Animals








TITLE OF PROTOCOL:  











PRINCIPAL INVESTIGATOR:  











1.  I have reviewed this proposal with the investigator for:





    a.  Scientific merit


    b.  Experimental design


    c.  Expenditure of money and man-hours





2.  I have read this proposal and agree that the study should be conducted as outlined herein.  I agree that all animals requested will be used as described in this protocol.  Furthermore, I agree that all procedures producing pain or discomfort to these animals have been described in full and that such pain and discomfort will be effectively minimized with tranquilizers, analgesics, and/or anesthetics as described herein and as required under Public Laws 89-544, 91-579, and 94-279 (The Animal Welfare Act and Amendments).  All exceptions have been described in par. 5.b. of the Application (Animal Procedures).





3.  This proposal is forwarded with my full support and approval.








(Signature Required)							(Signature Required)


SERVICE CHIEF							DEPARTMENT CHIEF


SIGNATURE BLOCK						SIGNATURE BLOCK 











� FORMTEXT ��Type Last Name Here�





Date Submitted: _____


Date CIC Approval: ____


Date AUC Approval: _____


Protocol No.: _______








PROTOCOL APPLICATION








PROTOCOL TITLE: 








PRINCIPAL INVESTIGATOR:


					(Signature Required)


					PRINCIPAL INVESTIGATOR 


					SIGNATURE BLOCK 








SCIENTIFIC REVIEW:


					(Signature Required)                    


					Raul Marin


					LTC, MC, U.S. Army


                                                  	Chair, Clinical Investigation Committee


 					Department of Clinical Investigation





.


ATTENDING/CONSULTING VETERINARIAN REVIEW:





					(Signature Required)


					VETERINARIAN 


					SIGNATURE BLOCK








STATISTICAL REVIEW: Signature verifies that a person knowledgeable in statistics has reviewed the experimental design.





					(Signature Required)


					BIOSTATISTICIAN


					SIGNATURE BLOCK 





OTHERS: 




















PROTOCOL TITLE:





PRINCIPAL INVESTIGATOR:





CO�INVESTIGATOR (s):








  I.  NON�TECHNICAL SYNOPSIS: 











 II.  BACKGROUND





       A.  Background:





       B.  Literature Search:





              1.  Literature Source(s) Searched:





              2.  Date and Number of Search:	





              3.  Key Words of Search:





              4.  Results of Search: 





III.  OBJECTIVE/HYPOTHESIS: 





IV.  MILITARY RELEVANCE:





 V.  MATERIALS AND METHODS





       A.  Experimental Design and General Procedures:





            1.  Experiment 1:





            2.  Experiment 2: (etc.)





       B.  Laboratory Animals Required and Justification:





            1.  Non�animal Alternatives Considered:





            3.  Laboratory Animals:





                a.  Genus & Species:





                b.  Strain/Stock:





                c.  Source/Vendor: 





                d.  Age:





                e.  Weight:  





                f.  Sex:





                g.  Special Considerations:





                h.  Other:





            4.  Total Number of Animals Required:





            5.  Refinement, Reduction, Replacement





                a.  Refinement: 





                b. Reduction: 





                c. Replacement:








       C.  Technical Methods:





	1.  Pain:





                a. USDA (Form l8�3) Pain category:





                    (1) No Pain             (#)             %  (Column C)





                    (2) Alleviated Pain               (#)             %  (Column D)





                    (3) Un-alleviated Pain or Distress               (#)             %  (Column E)





                b.  Pain Alleviation:





                    (1) Anesthesia/Analgesia/Tranquilization: 





                    (2) Paralytics:





                c.  Alternatives to Painful Procedures:





                     (1) Source(s) Searched:





                     (2) Date of Search:





                     (3) Key Words of Search:





                     (4) Results of Search: 





                d.   Painful Procedure Justification:








	2.  Prolonged Restraint:





            3.  Surgery 





                 a.  Procedure:





                 b.  Pre and Postoperative Provisions: 





                 c.  Location: 





                 d.  Multiple Survival Surgery Procedures





                     (1) Procedures:





                     (2) Scientific Justification:





            4.  Animal Manipulations





                 a.   Injections:





                 b.  Biosamples:





                 c.  Animal Identification: 





                 d.  Behavioral Studies: 





                 e.  Other procedures:





	5.  Adjutants:





            6.  Study Endpoint:





            7.  Euthanasia: 





        D.  Veterinary Care





            1.  Husbandry Considerations





                 a. Study Room:





                 b.  Special Husbandry Provisions:





            2.  Attending Veterinary Care:





            3.  Enrichment Strategy





                 a.  Dogs: 





                 b. Nonhuman Primates:





       E.  Data Analysis: 





       F.  Investigator & Technician Qualifications/Training:





VI.  BIOHAZARD/SAFETY:





�
VII.  ASSURANCES 


As the Primary Investigator on this protocol I acknowledge my responsibilities and provide assurances for the following:





       A.  Animal Use: The animals authorized for use in this protocol will be used only in the activities and in, the manner described herein, unless a deviation is specifically approved by the IACUC.





       B.  Duplication of Effort: I have made a reasonable, good faith effort to ensure that this protocol is not an unnecessary duplication of previous experiments.





       C.  Statistical Assurance: I assure that I have consulted with an individual who is qualified to evaluate the statistical design or strategy of this proposal, and that the minimum number


of animals needed for scientific validity are used.





       D.  Biohazard\Safety: I have taken into consideration, and I have made the proper coordination's regarding all applicable rules and regulations regarding radiation protection, biosafety, recombinant issues, etc., in the preparation of this protocol.





       E.  Training:  I verify that the personnel performing the animal procedures/manipulations described in this protocol are technically competent and have been properly trained to ensure


that no unnecessary pain or distress will be caused as a result of the procedures/manipulations.





       F.  Responsibility:  I acknowledge the inherent moral and administrative obligations associated with the performance of this animal use protocol, and I assure that all individuals


associated with this project will demonstrate a concern for the health, comfort, welfare, and well being of the research animals.  Additionally, I pledge to conduct this study in the spirit of the fourth "R" which the DoD has embraced, namely, "Responsibility" for implementing animal use alternatives where feasible, and conducting humane and lawful research.





       G.  Painful Procedures: Include only if conducting research that will cause more than slight or momentary pain or distress (Column D or E by USDA classification) the following


statement must follow: I am conducting biomedical experiments which may potentially cause more than momentary or slight pain or distress to animals that WILL BE relieved or WILL NOT (circle one) be relieved with the use of anesthetics, analgesics and/or tranquilizers. I have considered alternatives to such procedures; however, using the methods and sources described in the protocol, I have determined that alternative procedures are not available to accomplish the objectives of the proposed experiment.








								(Signature Required)								PRINCIPAL INVESTIGATOR 


								SIGNATURE BLOCK


�
VIII.  RESOURCE REQUIREMENTS:





1.  ANIMAL COSTS:





2.  PER DIEM COSTS (per day): 





3.  ESTIMATED NUMBER OF DAYS TO BE HOUSED: (Including quarantine/conditioning period and study period)





4.  PROJECTED ANNUAL PER DIEM COST: 





5.  CONSUMABLE SUPPLIES: 





6.  EQUIPMENT PURCHASE COSTS (Other than caging): 





7.  FACILITY MODIFICATION/CAGING COSTS: 





8.  TOTAL COST OF ENTIRE STUDY: 





9.  GRANTS, GIFTS, AND LOANED EQUIPMENT: 





10. SOURCE OF GRANTS, GIFTS, AND LOANED EQUIPMENT: 





11. VALUE OF GRANTS, GIFTS, AND LOANED EQUIPMENT: 





12. OTHER FUNDING:  





13. DCI SUPPORT: The signatures below indicate the availability of resources and the ability of this department to support this protocol:














									____________________


 									Maria H. Sjogren 


									COL, MC, U.S. Army	


									Chief, Dept of Clinical 


									Investigation, WRAMC


				


�



 IX.  IMPACT STATEMENT


	





The DCI Research Operations Service is capable of providing the requested support for this protocol, as enumerated below.  The support of this protocol will not adversely affect human patient health care delivery.





	1.  (List type of support).





	2.  (List type of support).





	    Etc.
































					            (Signature Required)                                           


						Mr. Maged Abdel-Rahim


				          		Chief, Research Operations Service


						Dept. of Clinical Investigation, WRAMC


�
IMPACT STATEMENT








The       (service/department)		 is capable of providing the requested support for this protocol, as enumerated below.  The support of this protocol will not adversely affect human patient health care delivery.





	1.  (List type of support).





	2.  (List type of support).





	 











								(SIGNATURE REQUIRED)


								SIGNATURE BLOCK


								CHIEF, (SERVICE/DEPT)











 


�
 X.  ENCLOSURES:  (Available for the attachment of the results of any literature searches, S0Ps, references, or other documents pertinent to the protocol that you may wish to include.  Local IACUC s should determine specific items to be included here.)





       A. Literature Searches:





       B. Pathology Addendum: 





       C. Pain Scoring Guidelines:





       D. Adjuvant Policy:





X1.  ENVIRONMENTAL IMPACT STATEMENT:  





For Questions contact: Maged Abdel-Rahim, Chief, Research Operations Service, DCI at (202) 782-7612





Does any part of this protocol generate hazardous chemical waste as defined by Title 40 of 


the Code of Federal Regulation   YES  (    )    NO  (     ) ?   If yes, at what stages and how much?





Have you considered any alternative procedures?  YES  (    )    NO  (   )    If yes, why were


they rejected?





X11.  INVESTIGATOR COMPLIANCE MEMORANDUM  





SUBJECT:  Investigator Compliance with WRAMC 70-1 and AR 70-18





1.  I have read and will comply with WRAMC 70-1, Clinical Investigation Program, WRAMC Research Activities, dated 16 March 1984, and AR 70-18, The Use of Animals in DOD Programs.





2.  I agree that all animals requested will be used as described in this protocol.  Furthermore, I agree that all procedures producing pain or discomfort to these animals have been described in full, and that such pain and discomfort will be effectively minimized with tranquilizers, analgesics, and/or anesthetics as described herein and as required under Public Law 89-544, 91-579, and 94-279 (The Animal Welfare Act and Amendments).  All exceptions have been described in par. 5.b. of the Application (Animal Procedures).





3.  Please Note: Conduction of research on the animals must follow all the guidelines and regulations set forth by the Institutional Animal Care and Use Committee (IACUC) that approved and will oversee your study.





4.  I will not accept any outside personal remuneration for implementation of this study.  I certify that any outside funding (other than requested from DCI) is listed in this application under RESOURCE REQUIREMENTS:


					


X111.  RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR IN ANIMAL USE RESEARCH





	The principal investigator is the individual who is primarily responsible for the actual execution of the clinical investigation project.  He/she is responsible for the conduct of the study, providing necessary reports, and maintaining study documents.








THE PRINCIPAL INVESTIGATOR:





1.  Will not begin the study until the appropriate authority has approved it.





2.  Will ensure that procedures involving pain and discomfort will be effectively minimized with tranquilizers, analgesics, and/or anesthetics.





3.  Will not accept any outside personal remuneration for implementation of a study.





4.  Must submit to the Department of Clinical Investigation (DCI):





    a.  Any sources of outside funding.


    


    b.  An Annual Progress Report (APR) due in the Anniversary month of the protocol's initial approval.





    c.  A Final Report within 30 days following termination of the study.





    d.  Reports of any significant new findings found during the course of the study.





5.  Will maintain a study file to include the following:  [NOTE: This file may be inspected at any time by the DCI, the Clinical Investigation Regulatory Office (CIRO), Medical Command (MEDCOM), and/or the Research and Development Command, Ft. Detrick, and must be kept for 5 years following termination of the study.]





    a.  The approved protocol and applicable addendum/addenda.





    b.  Animal Use Committee (AUC) review recommendations.





    c.  DCI protocol approval memorandum and WRAMC Clinical Investigation Committee (CIC) meeting minutes granting approval to begin the study.





    d.  Annual Progress/Final Reports.





e.  Reports of any significant new findings found during the course of the study.








    f.  All study documents generated from study data.





    g. Abstracts, reprints, etc., resulting from study data.





6.  Must be familiar with all applicable regulations governing research in animals.  Please be reminded that the conduction of research on the animals must follow all the guidelines and regulations set forth by the Institutional Animal Care and Use Committee (IACUC) that approved and will oversee your study.








I HAVE READ THESE RESPONSIBILITIES AND WILL COMPLY WITH THEM.  I UNDERSTAND THAT IF I FAIL TO COMPLY WITH ANY OF THESE RESPONSIBILITIES, ALL PROJECTS FOR WHICH I AM AN INVESTIGATOR MAY BE SUSPENDED.














								(Signature Required)


								PRINCIPAL INVESTIGATOR


								SIGNATURE BLOCK





�











 





 





�
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